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TUanBunfuAnvziaNIzEn
Brimonidine Tartrate ophthalmic solution 0.2% in 5 ml eye drops
191u7u 18,000 v
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1. d‘e’ltﬂ Brimonidine Tartrate ophthalmic solution 0.2% in 5 ml eye drops
2. gusatEvaly
2.1 guuuy Wuasezaneysmeinide Ta fvdeseudeaseu dwiuldveenm
(ophthalmic solution)
2.2 shudsensy T 1 faddnsvesasaratuusenousie Brimonidine Tartrate 2.0 mg
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3. guduimavada

3.1 Finished product specification : Brimonidine Tartrate ophthalmic solution

eye drops
) Test items Specifications
1. | Identification ATIMIY
2. | Assay 90.0 - 110.0% of the L.A. of Brimonidine tartrate
3. | pH 5.6 - 6.6
4. | Sterility NTIWIU
5. | Osmolality 280 - 330 mOsm/kg
6. | Viscosity 3.0-5.0cPs
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D) Test ltems Specifications

7. | Related substance

- Specificed and identified impurities - NMT 0.3% w/w
~ Individual unspecified impurities - NMT 0.1% w/w
- Total impurities - NMT 0.6% w/w

3.2 Drug substance specification : Brimonidine Tartrate, USP 2024

i) Test items Specifications
1. [ Identification AR
2. | Assay 98.0 - 102.0 % (dried basis)
3. | Residue on ignition NMT 0.3%
4. | Organic impurities
- Desbromobrimonidine NMT 0.1%
- Any individual unspecified impurity NMT 0.1%
- Total impurities NMT 0.3%
5. | Optical rotation +5.0° to +10.5°
6. | Loss on drying NMT 0.5%

3.3 Drug substance specification : Brimonidine Tartrate, BP 2016 & EP 11.0

¥o Test items Specifications
1. | ldentification NI

2. | Assay 99.0 - 101.0 % (dried substance)
3. | Specific optical rotation +9.0 to +10.5 (dried substance)

4, | Related substances

- Unspecified impurities (for each) NMT 0.10%
- Total impurities NMT 0.2%
5, | Loss on drying NMT 0.5%
6. | Sulfated ash NMT 0.2%
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